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PROFILE  OF  WOMEN  AND  PEDIATRIC 
HIV/AIDS  IN  MASSACHUSETTS 


Summary: 

Mother-to-infant  transmission  of  HIV  has  significantly 
decreased  in  the  last  two  years.  Pediatric  AIDS  cases 
represent  a  small  number  and  proportion  of  overall  cases 
(1 .6%  of  total  cases  in  Massachusetts).  There  are  several 
indicators  that  these  reductions  are  a  result  of  public  health 
intervention.  These  indicators  are: 

►  The  number  of  HIV-infected  women  giving 
birth  has  decreased  over  time. 

►  The  likelihood  of  those  women  who  know 
their  HIV  status  taking  AZT  during  pregnancy 
(to  reduce  the  risk  of  HIV  transmission)  has 
increased  to  almost  95%. 

►  Those  children  who  are  perinatally 
HIV-exposed  or  HIV-infected  are  more  likely 
to  be  linked  to  care  earlier. 
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The  Massachusetts  Department  of  Public  Health  (MDPH)  has  been 
proactive  in  activities  addressing  perinatal  HIV  transmission.  The  following 
report  profiles  HIV  infection  and  AIDS  in  women  and  children,  and  provides 
a  comprehensive  description  of  the  Department's  initiatives  to  reduce 
perinatal  HIV  transmission  in  the  Commonwealth. 

PROFILE  OF  WOMEN  AND  PEDIATRIC  HIV/AIDS  IN 

MASSACHUSETTS 

Perinatal  Transmission 

Mother-to-infant  transmission  of  HIV,  or  perinatal  transmission,  occurs  during  pregnancy 
or  at  childbirth.  It  is  not  possible  to  predict  transmission  for  individual  women  and  their 
babies.   In  rare  cases,  HIV  has  been  transmitted  through  breast  milk. 

While  all  babies  born  to  HIV-infected  mothers  are  presumably  exposed  to  HIV,  this 
exposure  to  the  virus  results  in  infection  of  the  baby  in  less  than  25%  of  cases.  The 
mother's  HIV  antibody  is  passed  to  the  baby  across  the  placenta.  This  antibody  may  stay 
in  the  baby's  circulation  for  up  to  six  months.  During  this  time,  the  only  way  to  tell  if  the 
baby  has  acquired  infection  is  if  the  baby  develops  symptoms  or  if  more  sensitive  (but 
experimental)  tests  for  virus  (such  as  PCR-Polymerase  Chain  Reaction)  are  performed  and 
are  positive.  If  HIV  antibodies  in  the  baby  start  to  go  down  or  disappear  before  six  months 
and  then  start  to  increase  again,  this  also  indicates  that  the  infant  is  infected  and  not  just 
exposed.  If  HIV  antibodies  in  the  baby  disappear  and  do  not  return,  then  the  baby  is  not 
infected. 

Female  and  Pediatric  AIDS  Cases 

In  1993,  approximately  7000  HIV-infected  women  (or  about  1  in  every  625  women  giving 
birth)  delivered  babies  in  the  United  States.  HIV  infection  occurred  in  an  estimated  1300- 
2000  of  those  babies  during  that  year.  In  Massachusetts  188  HIV-infected  women 
delivered  babies  in  1993  (or  about  2.2  in  every  1000  women  giving  birth). 

Pediatric  AIDS  cases  (children  <  1 3  y/o)  account  for  1 .6%  of  total  reported  cases  in 
Massachusetts  and  1.3%  of  total  reported  cases  nationally.  Women  account  for  18%  of 
cumulative  reported  AIDS  cases  and  23%  of  persons  alive  with  AIDS  in  Massachusetts. 
The  number  of  AIDS  cases  in  women  reported  annually  increased  dramatically  between 
1990  and  1993  (184  to  363).  One  quarter  of  cases  of  AIDS  in  1995  were  reported  in 
women.  Forty-eight  percent  of  women  ever  reported  with  AIDS  were  alive  as  of  October 
1 ,  1  996.  Among  men,  only  34%  were  still  alive  at  that  time.   Approximately  half  (48%)  of 
women  reported  with  AIDS  reside  outside  of  the  city  of  Boston  and  the  Boston  Standard 
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Metropolitan  Statistical  Area. 

Many  HIV-infected  pregnant  women  become  aware  of  their  serostatus  through  the  HIV 
counseling  and  testing  process.  MDPH  AIDS  Bureau  data  from  publicly  funded 
counseling  and  testing  sites  indicates  that  greater  numbers  of  women  are  accessing  this 
service.  In  1992,  a  total  of  360  women  indicated  "prenatal/ob  gyn"  as  the  reason  for  HIV 
counseling  and  testing.  This  figure  increased  to  428  in  1 993,  999  in  1 994,  and  1  71 6  in 
1995. 

Serosurvey  of  Childbearing  \A^omen 

The  HIV  Serosurvey  of  Childbearing  Women  is  a  study  that  provides  information  about  the 
prevalence  of  HIV  infection  in  the  population  of  childbearing  women.  Blood  spots  on 
filter  paper  that  are  routinely  collected  for  metabolic  and  genetic  testing  of  newborns  are 
used  for  this  survey.  All  identifying  information  is  deleted  from  the  samples  and  they  are 
then  tested  for  maternal  HIV  antibodies.  In  1994,  there  were  80,551  births  in 
Massachusetts  and  158  babies  were  born  to  HIV-infected  mothers  (0.20%).  Among 
47,897  babies  tested  over  approximately  7  months  in  1995,  there  were  71  infants  born  to 
HIV-infected  women  (0.1  5%).  Between  1 992  and  1 995  the  proportion  of  babies  born  to 
HIV-infected  women  declined  from  0.25%  to  0.15%,  which  represents  a  42%  decrease  in 
perinatally  HIV-exposed  infants  (see  figure  below).  This  decrease  is  highly  significant 
statistically. 


Prevalence  of  HIV  in  Childbearing  Women 
HIV  Serosurvey  -  MA  1989-1995 
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Pediatric  Spectrum  of  Disease  Project 

Massachusetts  has  been  a  leader  among  states  in  the  surveillance  of  pediatric  HIV 
infection.  The  Commonwealth  was  the  first  state  to  initiate  serosurveillance  of  newborns. 
Massachusetts  has  been  a  study  site  for  the  Centers  for  Disease  Control  and  Prevention 
(CDC)  Pediatric  Spectrum  of  Disease  (PSD)  Project  since  1989.  PSD  is  a  multicenter  study 
designed  to  monitor  the  occurrence  and  clinical  consequences  of  HIV  infection  in 
children.  Massachusetts  is  unique  among  PSD  sites  as  it  has  a  statewide  surveillance 
system  that  is  based  in  all  the  major  pediatric  programs.  All  other  PSD  Project  study  sites 
are  based  at  local  clinical  centers.   Information  from  the  PSD  Project  indicates  that  at  least 
95%  of  children  who  are  recognized  as  being  exposed  to  HIV  infection  at  birth  or  who  are 
diagnosed  with  HIV  infection  are  evaluated  at  least  once  at  one  of  the  seven  pediatric 
referral  centers  across  the  state.  Children  are  enrolled  in  the  PSD  Project  at  the  time  they 
are  identified  by  the  health  care  system  as  HIV-exposed  or  infected.  Follow-up 
information  on  the  enrolled  children  is  obtained  several  times  per  year.  Project  staff  at  the 
pediatric  referral  centers  collaborate  with  the  Department  of  Social  Services  in  the  referral 
process.  Many  of  these  centers  also  provide  continuing  primary  care  to  these  children. 

Over  1000  children  have  been  enrolled  in  the  study,  most  (96%)  were  exposed  to  HIV  or 
infected  perinatally.  The  PSD  Project  continues  to  provide  valuable  information  about 
risk,  transmission  of  infection,  and  service  provision  for  HIV-exposed  and  HIV-infected 
infants.   In  1995,  75%  of  all  infants  known  to  have  been  born  to  HIV-infected  women 
were  identified  by  the  pediatric  care  system  within  one  year  of  birth  and  were  enrolled  in 
the  PSD  Project.  Between  1988  and  1995,  79%  of  all  perinatally  HIV-exposed  infants 
captured  in  the  PSD  Project  surveillance  system  were  identified  before  or  at  six  months  of 
age. 

Through  comparison  of  data  from  the  Survey  of  Childbearing  Women  and  the  PSD  Project, 
we  have  found  that  the  number  of  HIV-infected  mothers  who  reveal  serostatus  to  their 
health  care  provider  has  increased  over  time.  In  1 988,  only  1  7%  of  HIV-infected  women 
who  delivered  babies  in  Massachusetts  were  known  to  be  aware  of  their  HIV  status  and  to 
have  disclosed  their  status  to  their  care  provider  prior  to  delivery.  Over  the  ensuing  six 
years,  the  proportion  of  women  documented  to  have  known  and  disclosed  their  status 
prior  to  delivery  increased  to  52%.  In  1 995,  with  an  estimated  1 1  5  babies  born  to  HIV- 
infected  mothers,  77  (67%)  of  these  mothers  were  documented  to  have  had  their  HIV 
status  known  to  caregivers  prior  to  delivery. 
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MDPH  INITIATIVES  AND  SERVICES 


Summary: 

The  MDPH  has  designed  several  effective  interventions  to 
reduce  mother-to-infant  transmission  of  HIV  as  well  as 
overall  cases  among  women.  Highlights  of  these  programs 
are: 

►  Release  of  clinical  advisory  for  physicians 
concerning  universal  HIV  counseling  and 
voluntary  testing  for  all  pregnant  women  and 
protocols  for  administering  AZT  during  the 
perinatal  period. 

►  Distribution  of  a  consumer-focused  brochure 
to  explain  HIV  counseling  and  voluntary 
testing  during  pregnancy,  as  well  as  the  risks 
and  benefits  associated  with  taking  AZT 
during  pregnancy. 

Developing  an  HIV  education,  counseling 
and  testing  training  curriculum  for  perinatal 
providers. 
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MDPH  INITIATIVES  AND  SERVICES 


AIDS  Clinical  Trials  Group  076 

AIDS  Clinical  Trials  Group  (ACTG)  076  was  a  study  that  evaluated  the  safety  of  zidovudine 
(ZDV,  AZT)  when  administered  to  HIV-infected  pregnant  women  and  their  newborns. 
The  primary  objective  was  to  determine  if  zidovudine  given  to  HIV  infected  women  during 
pregnancy  and  to  their  infants  for  the  first  six  weeks  of  life  could  reduce  the  HIV  infection 
rate  in  the  infants.  The  study  was  conducted  at  59  sites  and  sponsored  by  the  National 
Institute  of  Allergy  and  Infectious  Diseases  and  the  National  Institute  of  Child  Health  and 
Human  Development. 

The  results  of  ACTG  076,  released  in  the  winter  of  1994  were  significant.  Women 
enrolled  in  the  study  either  received  zidovudine  therapy  or  placebo  during  pregnancy. 
The  results  indicated  an  estimated  rate  of  HIV  transmission  in  the  zidovudine  group  of 
8.3%  and  in  the  placebo  group,  25.5%  -  a  two-thirds  reduction  in  perinatal  HIV 
transmission.  The  United  States  Public  Health  Service  (USPHS)  now  recommends  the  use 
of  zidovudine  by  HIV-infected  pregnant  women  and  their  newborns  to  reduce  the  risk  of 
perinatal  transmission.   Use  of  zidovudine  in  pregnant  women  known  to  be  HIV-infected 
in  Massachusetts  went  from  9%  of  women  in  1 993  to  74%  in  1 994  to  93%  in  1 995. 
During  the  last  half  of  1995  over  95%  of  pregnant  HIV-infected  women  were  treated  with 
zidovudine  during  pregnancy. 


Us*  of  AZT  during  pragnancy  In  Massachusetts 

100 
80 
60 
40 
20 
0 

3412341234 
1993  1994  1995 


The  results  of  controlled  clinical  trials  often  differ  from  real-life  experience  because 
research  is  done  under  ideal  conditions.  Experience  with  zidovudine  use  in  pregnancy  in 
diverse  parts  of  the  United  States  have  varied  somewhat  in  results  in  respect  to  HIV 
transmission,  but  all  of  the  uncontrolled  studies  reported  thus  far  have  demonstrated 
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significant  declines  in  the  transmission  rate  of  the  same  order  of  magnitude  as  ACTG  076. 

The  HIV/AIDS  Bureau,  the  Bureau  of  Family  and  Community  Health  and  the  Bureau  of 
Communicable  Disease  Control  continue  to  collaborate  on  several  projects  which 
developed  as  a  direct  result  of  ACTG  076.  These  projects  address  consumer  and  provider 
education,  treatment  access,  and  prevention  messages  with  the  dual  objectives  of 
encouraging  universal  voluntary  perinatal  HIV  testing  and  reducing  perinatal  transmission 
of  HIV.  The  following  is  a  description  of  these  collaborations. 

DPH  Clinical  Advisory 

An  initial  evaluation  of  practices  regarding  perinatal  HIV  counseling  and  testing  was 
conducted  in  the  summer  1 994.  Meetings  were  held  with  prenatal  care  clinicians 
throughout  the  state.  The  intent  of  these  meetings  was  to  elicit  information  concerning 
provider  attitudes  regarding  HIV  education,  counseling  and  testing  ,  and  level  of 
knowledge  concerning  ACTG  076.   Findings  indicated  that,  in  the  Commonwealth, 
prenatal  providers  differed  in  knowledge  levels  regarding  the  results  of  ACTG  076. 
Providers  also  differed  in  providing  HIV  counseling  and  testing  services  to  pregnant 
women. 

Based  on  this  information,  the  MDPH  developed  a  Clinical  Advisory,  which  was  released 
in  November  1 994  (see  Appendix  A  ).  The  Clinical  Advisory  reviewed  the  findings  of  the 
ACTG  076  and  recommended  that  all  pregnant  women  be  counseled  and  educated  about 
HIV  and  offered  HIV  testing.  The  Department's  recommendations  predated  yet  were 
congruent  with,  the  U.S.  Public  Health  Service  Recommendations  for  Human 
Immunodefiency  Virus  Counseling  and  Voluntary  Testing  for  Pregnant  Women,  published 
in  July  1995.  The  Department's  advisory  further  outlined  the  protocol  for  administering 
zidovudine  (ZDV,AZT)  during  the  perinatal  period.  The  Clinical  Advisory  was  distributed 
to  prenatal,  obstetrical  and  perinatal  care  providers,  pediatricians,  infectious  disease 
specialists,  nurse  practitioners,  certified  nurse  midwives,  hospitals  and  other  health  care 
facilities. 


MDPH  Publications 

A  patient-centered  brochure,  Pregnancy,  HIV  and  AZT:  What  it  means  for  you  and  your 
baby  (Attachment  A),  was  developed  in  conjunction  with  a  group  of  female  consumers  in 
the  fall  of  1  994.  This  brochure  accompanied  the  Clinical  Advisory  and  continues  to  be 
made  available  to  consumers  and  providers  through  the  resource  library  of  the  HIV/AIDS 
Bureau.  Further,  this  brochure  has  been  recognized  nationally  by  the  CDC  National  AIDS 
Clearinghouse.  The  brochure  and  the  Department  are  listed  in  the  CDC's  Educational 
Materials  Database. 

In  support  of  clinician  involvement  in  HIV  education,  counseling  and  testing,  a  successful 
new  initiative  this  year  was  the  production  of  a  laminated  pocket  card,  Clinician's  Guide  to 
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HIV  Pre-Test  and  Post-Test  Counseling,  (Attachment  B)  which  includes  a  section  on 
perinatal  HIV  transmission.  This  card  was  mailed  to  perinatal  and  primary  care  providers 
in  the  spring  of  1996.  This  card  is  requested  in  large  numbers  from  the  HIV/AIDS  Bureau 
resource  library. 


Training:  BEYOND  076:   Implications  for  HIV  Education,  Counseling  and  Testing 
in  Your  Clinical  Practice 

In  response  to  perinatal  provider's  requests  for  technical  assistance  with  HIV  pre-test 
education  and  counseling,  the  Department  initiated  an  educational  program  with  the  New 
England  AIDS  Education  and  Training  Center.  A  curriculum  was  developed  and  six 
trainings,  "Beyond  076:  Implications  for  HIV  Education,  Counseling  and  Testing  in  Your 
Clinical  Practice",  were  conducted  regionally  in  1995-96.  Topics  included  an  overview  of 
ACTG  076,  recommendations  for  providing  perinatal  HIV  counseling  and  testing  in  a 
clinical  setting,  and  legal  issues  concerning  confidentiality.  Additional  technical  assistance 
and  training  support  has  also  been  provided  through  in-service  presentations  at  hospitals, 
neighborhood  health  centers  and  sites  providing  substance  abuse  services  for  women. 
Programs  and  educational  material  have  been  developed  in  collaboration  with  the 
Massachusetts  Medical  Society,  the  local  chapters  of  the  American  College  of  Obstetrics 
and  Gynecology  and  the  American  Academy  of  Pediatrics. 

Training:  MDPH  Counseling  and  Testing  Sites 

MDPH-funded  counseling  and  testing  sites  are  located  across  the  Commonwealth.  The 
basic  training  program  for  staff  who  work  at  MDPH  funded  test  sites  has  been  revised  to 
reflect  the  new  information  that  pertains  to  perinatal  HIV  infection  and  the  importance  of 
HIV  testing  in  the  prenatal  period.  In  addition,  yearly  updates  on  Women  and  HIV  are 
offered  through  the  counseling  and  testing  training  program. 


Surveys:  Massachusetts  Prenatal  Care  Provider  Survey 

This  survey  was  carried  out  by  the  Department  of  Public  Health  between  February  and 
May  of  1995.  The  survey,  sent  to  obstetricians  and  midwives,  asked  about  counseling  and 
testing  policies  and  practices.  It  also  asked  respondents  about  characteristics  of  patients 
and  asked  for  basic  information  about  the  providers  themselves. 

Responses  were  received  from  531  providers  and  accounted  for  approximately  56%  of 
those  surveyed.  Findings  indicated  that  more  than  60%  of  Massachusetts  providers  offer 
HIV  counseling  to  75%  or  more  of  their  patients.  Most  strongly  predictive  of  effective 
counseling  was  having  a  written  policy  addressing  routine  HIV  counseling  and  testing  and 
including  an  explicit  protocol. 
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As  survey  data  was  collected,  the  Department  had  already  begun  to  distribute  the 
Clinician's  Guide  to  HIV  Pre-Test  and  Post-Test  Counseling.  This  guide  includes  a  detailed 
HIV  counseling  and  testing  protocol.  The  continued  distribution  of  this  guide  to 
physicians  and  other  clinicians  will  support  our  efforts  to  increase  routine  HIV  counseling 
and  testing. 

Massachusetts  Women's  HIV  Care  and  Advocacy  Project  (MassCAP) 

MassCAP  is  the  Massachusetts  project  of  the  National  Women's  Initiative  for  HIV  Care  and 
Reduction  of  Perinatal  HIV  Transmission  (WIN).  WIN  has  several  program  goals  aimed  at 
reducing  perinatal  transmission  and  increasing  access  to  health  care  services  for  women. 
These  goals  include:  1)  expanding  and  enhancing  outreach,  HIV  education  and  the 
routine  offering  of  counseling  and  testing  to  adolescent  and  adult  women;  2)  reducing 
barriers  to  access  and  maintaining  health  care  services  for  adolescent  and  adult  women 
with  HIV;  and  3)  improving  the  identification  of  womens'  serostatus  as  early  in  pregnancy 
as  possible. 

Since  April  1,  1996,  23  HIV-infected  pregnant  women  were  referred  to  MassCAP 
providers.  Of  these  23  women,  100%  were  counseled  on  zidovudine  therapy  and  96% 
decided  to  undertake  treatment.  Within  the  MassCAP  provider  network,  58  postpartum 
women  and  102  infants  are  being  followed  in  comprehensive  HIV  primary  and  speciality 
care  including  access  to  clinical  trials,  case  management  and  other  support  services. 


Media  Campaign 

The  Department  is  currently  involved  in  developing  a  major  media  campaign  regarding 
perinatal  HIV  counseling  and  testing.  Input  from  pregnant  women,  HIV  consumer  groups 
and  obstetrical  clinicians  has  been  used  to  develop  content.  The  target  audience  is 
pregnant  women  and  women  considering  having  children.  The  campaign  will  include 
subway  and  bus  advertising,  billboards,  radio  public  service  announcements  and  written 
materials  for  patients.  Distribution  of  the  patient  literature  will  be  accomplished  through 
MassCAP  staff  at  trainings  and  meetings  with  perinatal  clinicians.  Brochures  will  also  be 
available  through  Healthy  Start  and  WIC  offices,  as  well  as  MDPH  statewide  mailings. 


Pilot  Perinatal  Counseling  &Testing  Initiatives 

The  Department  has  designated  funding  to  implement  new  pilot  counseling  and  testing 
programs  that  support  efforts  at  decreasing  perinatal  transmission.  These  programs  will  be 
focused  in  two  areas:  training  of  prenatal  staff  and  development  of  culturally  sensitive 
counseling  and  testing  services.    Prenatal  staff  at  sites  that  serve  a  high  proportion  of 
pregnant  women  at  risk  for  HIV  infection  will  be  targeted  for  training  to  address  skill 
development  and  system  support  for  perinatal  HIV  counseling  and  testing.  Additionally,  a 
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pilot  counseling  and  testing  protocol  which  addresses  the  unique  needs  of  Haitian  women 
will  be  developed  and  implemented  at  targeted  sites. 


Interdepartmental  Collaboration 

Members  of  the  HIV/AIDS  Bureau  and  the  Bureau  of  Family  and  Community  Health  are 
working  with  the  Health  Care  Finance  Administration,  the  state  Department  of  Medical 
Assistance  and  community  providers  on  a  task  force  to  coordinate  efforts  to  educate 
providers  and  patients  about  preventing  perinatal  HIV  transmission.  In  conjunction  with 
the  New  England  AIDS  Education  and  Training  Center,  the  Department  will  continue  to 
provide  trainings  on  perinatal  HIV  transmission  for  primary  care  and  migrant  health  center 
workers.  These  trainings  will  focus  on  the  recommendations  for  HIV  counseling  and 
voluntary  testing  for  pregnant  women  and  protocols  for  implementing  zidovudine  therapy. 
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Conclusions  and  Recommendations 


Summary: 

In  support  of  the  CDC  guidelines  on  universal  HIV  counseling 
and  voluntary  HIV  testing  of  all  pregnant  women,  the 
Department  recommends: 

►  HIV  education,  counseling  and  voluntary 
testing  continue  to  be  integrated  into  routine 
primary,  gynecologic  and  perinatal  health 
services  for  all  women. 

►  Continue  comprehensive  MDPH  perinatal 
programs. 

►  Implement  current  plans  to  conduct  a 
statewide  public  information  campaign. 
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Conclusions  and  Recommendations 


Although  the  number  of  reported  AIDS  cases  in  females  continues  to  rise  in  Massachusetts, 
the  rate  of  perinatal  HIV  transmission  has  decreased.  Three  factors  described  in  this  report 
have  contributed  to  this:  1)  the  number  of  HIV-infected  women  giving  birth  has 
decreased  over  time,  2)  the  likelihood  of  HIV-infected  women  taking  AZT  during 
pregnancy  to  reduce  the  risk  of  transmission  has  increased  to  almost  95%,  and  3)  those 
children  who  are  perinatally  HIV-exposed  or  HIV-infected  are  more  likely  to  enter  care  at 
earlier  ages. 

The  surveillance,  programmatic,  and  treatment  initiatives  of  the  MDPH  have  contributed  to 
this  decline  as  well.  The  Department's  response  to  the  results  of  ACTG  076  has  served  to 
develop  comprehensive  treatment  strategies  and  programs  to  reduce  the  risk  of  perinatal 
transmission  for  HIV-infected  pregnant  women  as  well  as  provide  services  to  those  women 
and  children  who  may  be  infected  with  HIV.    The  Department's  plans  for  future 
initiatives,  such  as  the  media  campaign  and  perinatal  counseling  and  testing  programs  will 
only  serve  to  enhance  the  success  of  the  strategies  currently  in  place  in  the 
Commonwealth. 

The  American  College  of  Obstetricians  and  Gynecologists  (ACOG)  and  the  American 
Academy  of  Pediatrics  (AAP)  both  support  prenatal  HIV  counseling,  and  recommend  HIV 
testing  for  all  pregnant  women  with  informed  consent.  Both  organizations  oppose  a 
mandatory  testing  strategy  (Appendix  B). 

In  a  recent  report  in  the  Morbidity  and  Mortality  Weekly  Report,  Health  and  Human 
Services  Secreatry  Donna  E.  Shalala,  and  CDC  Director  David  Satcher,  both  praise  the 
current  practices  of  universal  counseling  and  voluntary  testing  of  pregnant  women.  They 
cite  the  nationwide  decrease  in  the  number  of  reported  perinatal  HIV  cases  (27%  decline 
betwen  1992  and  1995)  as  an  indicator  that  "...our  approach  to  perinatal  HIV  prevention  is 
working." 

In  a  testimony  before  the  Subcommittee  on  Health  and  the  Environment  of  the  Committee 
on  Commerce  of  the  U.S.  House  of  Representatives,  ACOG  stated  the  following: 

"...it  is  important  to  emphasize  that  any  policy  with  regards  to  HIV  testing 
must  recognize  the  fact  that  pregnant  women,  provided  with  accurate 
information,  must  be  allowed  to  make  decisions  that  they  determine  to  be 
best  for  themselves  and  their  infants.  Experience  shows  that  when  faced 
with  a  decision  that  affects  the  health  of  their  newborn,  women  who  have 
been  presented  accurate  information  generally  make  the  decision  that  is  in 
the  best  interest  of  the  health  of  their  child. " 

The  USPHS  recommends  universal  counseling  and  voluntary  HIV  testing  for  all  pregnant 
women.  In  support  of  this,  Helene  D.  Gayle,  MD,  MPH,  Director,  National  Center  for 


12 


HIV,  STD  and  TB  Prevention,  CDC,  made  the  following  statement  in  a  testimony  before 
the  same  House  Committee: 

"Some  have  suggested  that  prenatal  and  new  born  testing  must  be 
mandatory  to  identify  HIV-infected  mothers  and  infants  and  prevent  HIV 
transmission.  There  is  a  consensus  among  CDC,  most  medical  groups,  and 
public  health  experts  that  offering  all  pregnant  women  HIV  counseling  and 
voluntary  HIV  testing  is  the  most  effective  public  health  strategy  to  identify 
women  and  children  in  need  of  care  and  to  ensure  that  a  trusting 
partnership  is  developed  between  the  health  care  provider  and  patient.    It  is 
critical  to  remember  that  children  with  HIV  infection  need  a  medical 
regimen  that  is  complex  and  demanding,  and  ensuring  the  cooperation  of 
the  child's  caregivers  is  an  essential  step  in  successfully  providing  needed 
therapies.  A  voluntary  approach  best  protects  the  interests  of  the  child  in 
receiving  important  treatment.  We  anticipate  that  this  routine  counseling 
and  voluntary  testing  approach  will  become  standard  medical  practice  in 
the  United  States. " 

Currently,  the  Department's  services  operate  within  a  framework  which  addresses  these 
recommendations  and  find  them  to  be  most  effective.   Although  the  American  Medical 
Association  (AMA)  endorsed  mandatory  HIV  testing  of  all  pregnant  women  and  newborns, 
it  is  significant  to  note  the  disparity  among  the  Association's  delegates  as  the  endorsement 
passed  by  only  four  votes  (185  to  181). 

In  accordance  with  these  testimonies  and  guidelines,  the  Department  continues  to 
recommend  that  HIV  education,  counseling  and  voluntary  testing  should  be  integrated  into 
routine  primary,  gynecologic  and  perinatal  health  services  for  all  women.  Counseling  of 
women  who  are  pregnant  or  planning  pregnancy  should  include  a  discussion  of  the 
benefits  of  testing  and  medical  care  for  the  woman  as  well  as  the  baby  and  also  a 
discussion  of  possible  risks  associated  with  testing  and  treatment.  The  decision  to  test  and 
to  subsequently  use  zidovudine  during  pregnancy  must  be  made  by  the  women  with  the 
advice  and  assistance  of  the  health  care  provider  and  other  trusted  family  and  friends. 
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Appendix  A 


The  Commonwealth  of  Massachusetts 

Executive  Office  of  Health  and  Human  Services 

Department  of  Public  Health 
250  Washington  Street,  Boston,  MA  02108-4619 

WILLIAM  F.  WELD 
Governor 

ARGEO  PAUL  CELLUCCI 
Lieutenant  Governor 

JOSEPH  GALLANT 
Secretary 

DAVID  H.  MULLIGAN  CLINICAL  ADVISORY 

Commissioner 

TO:  Providers  of  Obstetric,  Pediatric  and  Women's  Health  Care 

FROM:  David  H.  Mulligan 

Commissioner  of  Public  Health 

Alfred  DeMaria,  Jr.,  M.D. 
Assistant  Commissioner 

Ruth  E.  Tuomala,  M.D. 

Brig  ham  and  Women's  Hospital 

Consultant,  HTV/AIDS  Bureau 

DATE:  November  15,  1994 

RE:  Results  of  Recent  Trial  of  Zidovudine 

in  Pregnant  Women  with  HIV  Infection  and  Their  Infants 


In  February  1994,  the  NIH-funded  AIDS  Clinical  Trials  Group  (ACTG)  released  the  results  of  an 
interim  analysis  of  data  from  Study  076,  a  large  multicenter  clinical  trial  designed  to  assess  the 
effectiveness  of  zidovudine  (ZDV,  AZT)  in  decreasing  perinatal  HIV  transmission.  The  results  of  this  trial 
were  reported  in  detail  in  the  New  England  Journal  of  Medicine  (Vol.  331,  pages  1173-1180,  November 
3,  1994).  The  study  demonstrated  that  administration  of  zidovudine  to  a  specific  subgroup  of  HIV-infected 
pregnant  women  and  their  neonates  decreased  perinatal  HIV  transmission  by  67.5%  with  no  major  safety 
concerns  identified.  The  trial  was  terminated  because  of  the  dramatic  reduction  of  HIV  infection  in  babies 
of  the  treated  group. 

In  an  August  5,  1994  supplement  to  the  Morbidity  and  Mortality  Weekly  Report  (MMWR)  of  the 
Centers  for  Disease  Control  and  Prevention  (CDC)  that  is  included  with  this  advisory,  the  US  Public 
Health  Service  published  a  summary  of  recommendations  on  the  use  of  zidovudine  to  reduce  perinatal 
transmission  of  human  immunodeficiency  virus,  including: 

a  discussion  of  the  results  of  ACTG  Study  076 

a  review  of  the  limitations  of  the  study 

the  potential  adverse  effect  of  the  ZDV  regimen  for  infants  and  women 

current  recommendations  for  the  clinical  use  of  ZDV  to  reduce  perinatal  transmission 


Zidovudine  in  Pregnant  Women  with  HIV  Infection  and  Their  Infants 


In  light  of  the  potential  benefit  of  zidovudine  in  reducing  perinatal  HIV  transmission,  the 
Massachusetts  Department  of  Public  Health  (MDPH)  wants  to  ensure  that  providers  caring  for  women  and 
children  become  aware  of  these  recommendations.  Providers  of  health  care  to  women  should  talk  with 
patients  about  HIV  infection  and  how  to  reduce  the  risk  for  infection.  All  HIV-positive  pregnant  women 
should  be  provided  with  culturally  and  linguistically  appropriate  information  about  perinatal  transmission 
of  HIV  infection  and  the  role  of  ZDV  in  decreasing  the  risk  of  transmission.  MDPH  is  currently 
developing  HIV  educational  materials  for  pregnant  women,  including  a  discussion  of  the  implications  of 
medical  treatment  to  decrease  vertical  transmission  of  HIV.  The  goal  of  this  educational  effort  is  to  offer 
all  women  the  opportunity  to  become  aware  cf  their  infection  status  through  counseling  and  HIV  testing 
so  that  the  best  medical  care  for  these  women  and  their  infants  may  be  provided,  including  the  opportunity 
to  consider  ZDV  treatment. 

HIV  education,  counseling  and  testing  should  be  integrated  into  routine  primary,  gynecologic  and 
perinatal  health  services  for  all  women.  The  decision  to  test  and  to  subsequently  use  ZDV  during 
pregnancy  in  the  case  of  infection  must  be  made  by  die  woman  with  the  advice  and  assistance  of  the  health 
care  provider  and  other  trusted  family/friends. 

Health  care  professionals  should  be  knowledgeable  about  HIV  risk,  counseling  and  confidentiality. 
HIV  education,  and  counseling  and  testing  should  be  offered  to  all  sexually  active  adults  and  adolescents 
(male  and  female).  By  law,  HIV  testing  must  be  done  voluntarily,  with  counseling  and  with  written, 
informed  consent  freely  given.  Counseling  of  women  who  are  pregnant  or  planning  pregnancy  should 
include  a  discussion  of  the  benefits  of  testing  and  medical  care  for  the  woman  as  well  as  the  baby  and  also 
a  discussion  of  possible  risks  associated  with  testing  and  treatment.  Counseling  and  testing  is  best  done 
in  the  context  of  an  ongoing  relationship  with  a  health  care  provider;  however,  if  the  patient  chooses  not 
to  select  confidential  testing,  access  to  anonymous  testing  should  be  facilitated.  Patient  concerns  regarding 
the  confidential  nature  of  medical  care  in  general  and  HIV  testing  specifically  should  be  addressed  and  an 
explanation  of  the  provider's  and  facility's  policies  that  assure  complete  confidentiality  should  be  provided. 
All  HIV-positive  women  should  be  assisted  in  developing  a  relationship  with  primary  medical  care 
providers  for  themselves  and  their  children.  Providers  of  care  to  persons  with  HIV  infection  should 
develop  consultative  and  referral  relationships  with  primary  medical  care  providers  and  infectious  diseases 
specialists. 

Providers  are  strongly  encouraged  to  read  the  recommendations  of  the  US  Public  Health  Service 
regarding  the  care  of  HIV-infected  pregnant  women  and  discuss  them  with  all  current  prenatal  patients  as 
well  as  women  contemplating  pregnancy,  including  a  discussion  of  the  potential  adverse  effects  as  well  as 
the  positive  results  of  the  ZDV  trial.  A  brief  summary  of  the  recommendations  as  well  as  specific 
guidelines  for  zidovudine  administration  to  decrease  perinatal  HIV  transmission  are  included  for  your 
convenience. 

As  part  of  the  effort  to  facilitate  education,  counseling  and  testing  for  pregnant  women  and  women 
contemplating  pregnancy,  MDPH  is  developing  both  brochures  and  posters  that  you  may  use  to  provide 
information  to  your  patients.  Final  editions  of  this  brochure  will  be  available  in  the  near  future  and  copies 
will  be  available  through  the  Bureau  of  HIV/AIDS  (617-727-0368).  An  order  form  is  enclosed  for  your 
convenience.  Information  about  statewide  resources  for  patients  as  well  as  providers  is  also  available. 

The  Department  is  planning  regional  educational  forums  specifically  tailored  to  the  needs  of 
perinatal  and  women's  health  care  providers.  Training  sessions  will  be  designed  to  assist  personnel  in 
providing  appropriate  HIV  counseling  and  testing  as  part  of  women's  health  care.  Information  concerning 
the  above  will  be  distributed  in  a  future  communication  early  in  1995 


Zidovudine  in  Pregnant  Women  with  HTV  Infection  and  Their  Infants 


Issues  to  consider  regarding  the  use  of  zidovudine  (ZDV)  to  reduce  perinatal  transmission  of  HIV. 

1.  ZDV  treatment  should  be  offered  to  all  pregnant,  HIV-infected  women  for  the  purposes 
of  decreasing  perinatal  transmission  of  HIV  infection  as  well  as  for  the  woman's  own 
health. 

2.  The  potential  risks  and  benefits  of  perinatal  ZDV  administration  are  known  only  for  HIV- 
infected  women  with  CD4+  lymphocyte  counts  greater  than  200  per  mm3,  who  had  not 
been  receiving  ZDV  at  the  time  of  enrollment  in  the  study.  The  quantitative  benefits  or 
risks  may  not  be  the  same  for  women  with  CD4+  lymphocyte  counts  of  less  than  200  per 
mm3  or  women  who  have  received  previous  ZDV  therapy.  This  must  be  a  focus  of 
discussion  between  health  care  providers  and  the  women  in  these  categories. 

3.  Longterm  risks  of  perinatal  ZDV  administration  for  both  the  woman  and  the  infant  are 
unknown  at  this  time. 

4.  Any  HIV  testing  or  administration  of  ZDV  should  be  initiated  only  after  an  informed 
decision  has  been  made  to  do  so  by  the  pregnant  woman,  following  a  discussion  of  all 
implications. 

5.  Recommendations  for  the  use  of  perinatal  ZDV  should  be  made  as  part  of  a  plan  for 
comprehensive  medical  and  supportive  care  of  both  the  HIV-infected  woman  and  her 
child. 


Antiretroviral  Pregnancy  Registry 

The  Antiretroviral  Pregnancy  Registry  collects  data  about  pregnancy  outcomes  in  women  who 
receive  ZDV  (and  other  antiretroviral  agents)  during  pregnancy  to  provide  surveillance  for  possible 
teratogenicity  in  infants  born  to  these  women.  Health  care  providers  who  treat  any  pregnant  women  with 
ZDV  or  other  antiretroviral  agents  are  encouraged  to  register  these  patients.  The  registry  is  voluntary  and 
confidential.  Data  are  recorded  by  the  name  of  the  health  care  provider  and  not  by  patient  name. 

To  register  patients: 

Call:    (800)  722-9292,  extension  8465 
(919)  315-8465 

Write:  Antiretroviral  Pregnancy  Registry 
P.O.  Box  12700 

Research  Triangle  Park,  NC  27709-2700 


GUIDELINES  FOR  PERINATAL  ZIDOVUDINE  (ZDV)  ADMINISTRATION 


1.  Drug  protocol: 

ZDV,  500  mg,  p.o.,  daily,  in  divided  doses  (100  mg  5  times  daily),  initiated  at 
14-34  weeks  of  gestation  (no  earlier  than  14  wks.)  continued  to  time  of  delivery. 
PLUS 

ZDV,  2  mg/kg  intravenous  loading  dose,  over  one  hour,  followed  by  1  mg/kg 
IV  per  hour  throughout  labor  and  delivery. 
PLUS 

ZDV  syrup,  2  mg/kg/dose,  p.o.,  administered  to  the  infant  4  times  daily  from 
within  12  hours  of  birth  through  6  weeks  of  life. 

2.  Guideline  for  antepartum  administration: 

A.  Antenatal  drug  should  be  started  as  soon  after  14  weeks  of  gestation  as 
possible,  but  may  be  begun  at  any  time  prior  to  delivery  if  this  is  not 
possible.  Women  who  are  already  receiving  ZDV  or  another  anti-retrcviral 
agent  before  14  weeks  should  be  evaluated  on  a  case-by-case  basis  in 
consultation  with  a  specialist  in  the  care  of  HIV  infection  or  the  patient's 
primary  care  provider.  Consultation  regarding  possible  alternative  dosing 
schedules  also  may  be  helpful. 

B.  Safety  monitoring  should  include:  CBC  with  differential  count  two  weeks 
after  the  initiation  of  therapy,  with  monthly  CBC  and  liver  function  tests, 
thereafter.  Periodic  ultrasound  may  be  obtained  during  the  third  trimester 
as  clinically  indicated  to  assess  for  potential  intrauterine  growth  retardaiion 
or  hydrops,  but  not  specifically  because  of  ZDV  therapy. 

C.  Early  medication  side  effects  can  be  managed  by  gradual  achievement  of 
final  dose.  Severe  anemia  may  be  managed  by  periodic  transfusion.  Other 
bone  marrow  suppression  or  increase  in  liver  function  tests  may  be 
managed  by  reduction  in  dose  or  drug  cessation.  Consultation  with  an 
internist,  infectious  disease  specialist,  or  perinatologist  knowledgeable 
about  HIV  disease  in  pregnancy  recommended. 

D.  Follow-up  and  support,  such  as  home  visiting,  may  be  needed  to  assist 
women  with  maintaining  this  intensive  drug  protocol. 

3.  Guidelines  for  intrapartum  administration: 

A.  Intrapartum  drug  administration  should  begin  as  soon  as  possible  after  the 
diagnosis  of  labor  is  made  or  after  the  decision  is  made  for  delivery. 
Elective  cesarean  section  should  be  preceded  by  a  minimum  of  4  hours  of 
drug. 

B.  Intravenous  ZDV  is  mixed  in  D5 W  and  given  through  a  dedicated  IV  line, 
since  ZDV  is  incompatible  with  medications  routinely  given  during  labor, 
including  pitocin. 

C.  Discontinue  IV  ZDV  after  delivery.  The  decision  to  continue  PO 
zidovudine  postpartum  should  be  made  in  consultation  with  the 
woman's  primary  care  provider. 


GUIDELINES  FOR  PERINATAL  ZDV  ADMINISTRATION  (Continued) 


4.  Guidelines  for  neonatal  administration. 

A.  Pediatricians  should  be  notified  of  impending  delivery  in  advance  so  that 
neonatal  drug  administration  can  be  facilitated. 

B.  Neonatal  ZDV  should  be  started  8-12  hours  after  birth.  If  the  neonate 
cannot  take  PO,  parenteral  ZDV  can  be  given,  at  a  dose  of  two-thirds  (2/3) 
the  oral  dose.  Consultation  with  a  pediatrician  or  infectious  disease 
specialist  knowledgeable  about  perinatal  HIV  disease  recommended. 

C.  CBC  with  differential  count  should  be  drawn  on  the  neonate  prior  to  drag 
administration,  but  should  not  delay  initiation  of  therapy. 

D.  Toxicity  monitoring  should  be  at  2,  6  and  12  weeks  of  age  with  CBC  and 
liver  function  tests. 

E.  Prior  to  discharge  from  the  postpartum  floor,  the  woman  needs  to  be 
instructed  in  neonatal  drug  administration.  Every  effort  should  be  made  to 
link  the  woman  with  services,  such  as  case  management  or  visiting  nurses, 
that  can  provide  support  and  facilitate  the  woman's  ability  to  follow 
through  on  neonatal  administration. 


In  cases  where  the  entire  drug  protocol  cannot  be  carried  out,  the  following  modifications  are 
suggested: 

1.  If  a  woman  has  not  received  antepartum  ZDV  for  any  reason,  peripartum 
intravenous  ZDV  should  be  offered  and  administered. 

2.  If  a  woman  has  received  partial  dosing  or  has  completed  any  part  of  the  protocol, 
intrapartum  and  neonatal  zidovudine  should  be  advised. 

3.  If  a  woman  has  received  no  antepartum  or  intrapartum  zidovudine,  neonatal  ZDV 
administration  should  be  offered  within  24  hours  of  birth  and  administered  in 
consultation  with  a  pediatrician. 


Consultation  with  the  hospital  pharmacist  regarding  ZDV  availability  and  drug 
preparations  should  be  done  prior  to  any  projected  need  to  avoid  delay  in  initiating 
any  part  of  this  protocol. 


(Adapted  from  MM WR  1994;  331:  1  173-1  1X0.) 
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Appendix 


The  American  Academy  of  Pediatrics 


The  American  College  of 
Obstetricians  and  Gynecologists 


JOINT  STATEMENT  ON 
HUMAN  IMMUNODEFICIENCY  VIRUS  SCREENING 

BY 


THE  AMERICAN  ACADEMY  OF  PEDIATRICS 
THE  AMERICAN  COLLEGE  OF  OBSTETRICIANS  AND  GYNECOLOGISTS 


The'HIV/AIDS  epidemic  is  increasing  in  women  of  childbearing  age  and  spreading  beyond  previously 
defined  risk  groups  and  geographic  areas.  This  increase  has  been  paralleled  by  a  similar  increase  in  chil- 
dren. We  applaud  congressional  concern  for  and  support  of  efforts  to  prevent  the  spread  of  the  AIDS  epi- 
demic, but  urge  that  the  emotion  of  this  complex  issue  not  overshadow  the  doctor/patient  relationship  which 
is  the  foundation  for  providing  effective  and  efficient  medical  care  to  these  women  and  children. 

As  the  primary  caretakers  of  this  population,  both  the  American  Academy  of  Pediatrics  (AAP)  and  the 
American  College  of  Obstetricians  and  Gynecologists  (ACOG)  strongly  believe  that  the  answer  lies  in  an 
aggressive  HIV  education  and  counseling  initiative,  not  in  governmental  medical  protocols.  The  best  de- 
fense is  a  strong  offense.  We  recommend  that  all  pregnant  women  should  receive  HIV  education  and  coun- 
seling as  part  of  their  regular  prenatal  care.  We  further  recommend  HIV  testing  in  aU  pregnant  women  w<th 
their  consent.  In  the  event  of  refusal  of  testing,  this  should  be  documented. 

Clear  medical  benefits  of  knowing  the  HIV  status  of  pregnant  women  and  newborns  have  beendocumented. 
Treatments  are  currently  available  to  significantly  reduce  the  HIV  transmission  from  mother  «.o  infant 
(zidovudine/ AZT).  This  finding  represents  the  most  important  medical  breakthrough  in  this  area  in  recent 
years.  In  addition,  the  lives  of  infants,  not  protected  by  the  AZT  treatments  in  utero,  may  be  prolonged  by 
initiating  medical  care  within  the  first  months  of  life.  For  newborns  whose  mother's  HIV  status  was  not 
determined  during  pregnancy,  the  infant's  health  care  provider  should  educate  the  parent(s)  concerning  HIV 
testing  and  recommend  HIV  testing  for  the  newborn. 

We  believe  that  this  is  the  most  viable  and  prudent  approach  in  resolving  this  important  issue.  We  welcome 
the  opportunity  of  working  with  policy  makers  in  this  regard. 


Approved:  August  1995 
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